BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the First Amended Accusation Case No. 3251
Against:
STIPULATED SETTLEMENT AND
ADVANCED PHYSICIAN SOLUTIONS, INC. | DISCIPLINARY ORDER ASTO
Dba ADVANCED COMPOUNDING TOORAJ BERELIANI ONLY
PHARMACY

7225 Fulton Ave.

North Hollywood, CA 91605

Pharmacy Permit No. PHY 48591

Permit to Compound Injectable Sterile Drug
Products No. LSC 99426,

and

TOORAJ BERELIANI
7225 Fulton Ave.
North Hollywood, CA 91605
Pharmacist License No. RPH 51817
Respondent.

DECISION AND ORDER

The attached Stipulated Settlement and Disciplinary Order between Complainant and

Tooraj Bereliani is hereby adopted by the Board of Pharmacy, Department of Consumer
Affairs, as its Decision in this matter.
This decision shall become effective on December 21, 2011.

It is so ORDERED on November 21, 2011.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

~J /
By

STANLEY C. WEISSER
Board President
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KaMaLa D. HARRIS _
Attorney General of California

.GREGORY SALUTE

Supervising Deputy Attorney General

HEATHER HUA

Deputy Attorney General

State Bar No. 223418
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013 -
Telephone:  (213) 897-2574
Facsimile: (213) 897-2804

Attorneys for Complainanit

: BEFORE THE'

BOARD OF PHARMACY :
DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA - =

' Pharmacy Permit No. PHY 48591

'TOORAJ BERELIANT

In the Matter of the F irst Amended Accusation | Case No. 3251
Against: ’

| OAH No. L-2010031804
ADVANCED PHYSICIAN SOLUTIONS, - , ,
INC. dba ADVANCED COMPOUNDING STIPULATED SETTLEMENT AND

PHARMACY 4 , DISCIPLINARY ORDER AS TO

7225 Fulton Ave. ‘ '
North Hollywood, CA 91605 -~ | TOORAJBERELIANT ONLY

Permit to Compound Injectable Sterile Drug
Products No. LSC 99426,
and.
7225 Fulton Ave.
North Hollywood, CA 91605

Pharmacist License No. RPH.51817

Respondents.

ITIS I—[EREBY STIPULATED AND AGREED by and. between Complama.nt and Tooraj
Bereham that the foﬂowmg matters are true;
. PARTIES
1. Virgihia Herold (Compiainant) is the E_xecutive Officer of the Board of Ph;armacy..
She brought this action solely i:l'a'her official capacity and is represented in this matter by Kamaia_
1
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D. Harris, Attorney General of the State of California, by Heather Hua, Deputy Attorney General,

2.  Tooraj Bereliani (Respondent Bereliani) is represented in this proceeding by attorney

‘Noah Jussim, whose address is: 1800 Century Park East 8% Floor, Los Angeles, CA 90067.

3. Onorabout August 30, 2000, the Board of Pharmacy issued Pharmacist License

Number RPH 51817 to Tooraj Bereliani. The Pharmacist License was in full force and effect at :

all times relevant to the charges brought'herein and will expire on July 31, 2012, unless renewed.
| JURISDICTION

4, Accusation No. 3251 was ﬁled before the Board of Pharmacy (Board), Department of
Consumer Affairs, and is currently pending agalnst Respondent. The Accusation and all other

statutorily required documents were properly 'served on Respondent onJ anuary 27,2010.

' Respondent timely filed its Notice of Defense 'contesting the Accusation. Subsequently, a First

Amended Accusation was served on .September 14, 2010. A copy of the First Amended
Accusation No. 3251 is attached as Exhibit Aand incorporated herein by reference.
This dismplmary action W111 also include any pending charges based on Board inspections .
of Respondent premises on March 9 2011 and June 30, 2011,
AD_Q__VISWENTAN___Q_W____AIVPR_S_

5. Respondent has carefully read fully discussed Wlth counsel, and understands the

. charges and allegatlons in Accusation No. 3251. Respondent has also carefully read, fully

 discussed with counsel, and understands the effects of this Stipulated Settlement and Disc1p11nary

Order - ' _ .

- 6. Respondent is. fully aware of his legal nghts in this matter, 1nclud1ng the right to a
hearing on the charges and allegations in the Accusat1on the right to be represented by. counsel at
1ts own expense; the right to confront and cross—examme the witnesses against them the right to
present evidence and fo test1fy on his own behalf; the right to the issuance of subpoenas to compel
the attendance of witnesses and the production of docurnentS' the right to reconsideration and
court rewew of an adverse dec131on and all other rights accorded by the Cahforma

Admimstratlve Procedure Act and other apphcable laws.
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7. Respondent voluntarily, knowingly, and intelligently waives and gives up each and
every right set forth above. .
. CULPABILITY

8. - Respondent, by his authorized representative, admits that if the truth of each and

 every charge and allegation of the First Aménded Accusation No. 3251 were established; cause

- would exist for,drscipline against Respondenf’s pharmacy license. For the purpose of resolving

the First Amended Accusation without the expense and uncertainty of further proceedings,

Respondent hereby gives up his right to contest the causes for discipline of the First Amended

Accusation.

9. Respondent agrees that his pharmacist license is subject to discipline and he agreeé to_ :
be bound by the Board of Pharmaoy (Board)’s probatlonary tenns as set forth in the Disciplinary
Order below. '

CONTINGENCY

10. This stlpulauon shall be subject to approval by the Board of Pharrnacy Respondent
understands and agrees that counsel for Complamant and the staff of the Board of Pharmacy may

'communicate directly with the Board regarding this sﬁpulafcion and settlement, without notice to |

or; participation by.Respondent or his counsel. By signing the stipulation, Respondent

| understands and agrees that he may not withdraw the agreement or seek to rescind the stipulation’

prior to the time the Board considers and acts upon it.- If the Board fails to adopt this stipulation;

- as its Decision and Order, the Sﬁpulated Settlement and Disciplinary brder shall be of no force or

effect, except for this paragraph, it s‘hali be inadmissible in any legal aotion between the parties,
and the Board shall not be disqualified from further action by having considered this r.natt'er;

11.  The parties understand and aoree that facsirn‘ile oopies of this Stipulated Settlement'

‘and D1sc:1p11nary Order, including faesmnle 51gnatures thereto shall have the same force and

effect as the or1g1nals '

12. This Strpulated Settlement and D1501p1mary Order is mtended by the partles to be an
integrated wr1t1ng representing the complete, final, and exclusive embodmrent of their agreement.
It eupersedes any. and al_l.prior or contemporaneoué agreements,.unders.tandings, discussions,

3.
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negotiations and commitments '(mitten ororal) This Stipulated Settlement and Disciplinary
Order may not be altered amended, modified, supplemented or otherw15e changed except by a
writing executed by an authorlzed representatlve of each of the parties.

13. Im cons1derat10n of the foregomg adimissions and st1pu1at10ns the partres agree that ‘

the Board may, W1_thout further not1ceor,formal proceeding, issue and enter the followmg

Disciplinary Order:

DISCIPLINARY ORDER
IT IS HEREBY ORDERED that Pharmamst License No. RPH 51817 1ssued to Respondent

| isrevoked. However, the rcvocatlon is stayed and Respondent is placed on, probation for five (5)

years on the follovs}ing terms and conditions.

1. Suspensmn ‘ , .

As part of probation, Respondent is suspended from the practwe of pharmacy for one
hundred days (100) begmmng the ‘effective date of thls dec131on '

. During suspensmn Respondent shall not enter any pharmacy area Or any portmn of the

|| Hicensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of
. drugs which is licensed by the Board, or any manufacturer, or where dangerous drugs and devices |

or controlled substances are maintained. Respondent shall not practice pharmacy nor do any act

involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient' ‘
consultation; nor shall Respondent rnan_age, admhﬁster, or be a consultant to any licensee of the -
Board, or have access to or control the ordering, manufacturing or dispensing of dangerous drugs
and devrces or controlled substances | ‘ ' |

Respondent shall not engage in any actrv1ty that reqmres the profcssmnal Judgment of a
pharmacrst Respondent shall not direct or control any aspect of the practrce of pharmacy.
Respondent shall not perform the duties of a pharmacy techmcran ora des1gnated representatrve
for any entity l1censed by the Board.

Subject to the above restrictions, respondent may continue to own or hold an interest in an'y
licensed prernises in which they holds an interest at the time this decision becomes effective

unless otherwise specified in this order.
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_Failure to cornpiy with this suspension shall be considered a violation of probation. .
2. Obey All Laws | |
Respondent shall obey all state and federal laws-and regulations. |
Respondent shall repo_rt any of the following occurrences to the Board, in writing, within
seventy-rwo (72) hours of such occurrence:
e an arrest or issuance of a cnrmnal complaint for v1olat10n of any provision of the
| 'Pharmacy Law, state and federal food and drug laws, or state and federal controlled
substances laws ' ‘
. a plea of guilty ornolo eontendre in any state or federal criminal proceedmg to any '
criminal complaint, mforma’aon or mdrctment
. a conviction of any ernne .
- discipline, citation, or other administrative action filed by ahy state or federal agency
| Whlch involves Respondent’s pharmac1st license or which is related to the practlce of
pharmacy or the manufacturmg, obtammg, handlmg, drstnbutmg, b1111ng, or chargmg :
for any drug, device or controlled substance.
Fa11ure to timely. report such occurrence shall be considered a v101at10n of probatlon
3. Report to the Board | |

Respondent shall report to the Board quarterly, on a schedule as directed by the Board orits |-

des1gnee The report shall be made either in person orin wntmg, as directed. Among other

reqlnrements_, Respondent shall state in each report under penalty of perjury whether there has'.
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in a form as directed shall be considered a rriolarion of probation. ‘Any period(s) of delinquency
in submission of reports as directed may be added to the total period of probation. Moreover, ir' '
the final probation report is not made as drrected, probation shall be automatically extended until
snch time as the final report is made and accepted by the Board.

4.  Interview with the Board |

Upon receipt of reasonable prior notice, Respondent shall appear in person for interviews

_with the Board or its designee, at such intervals and locations as are determined by the Board or

5
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its designée. Failure to appear for any scheduled interview without prior notification to Board
staff, or failure to appear for two (2) or more scheduled interviews with the Board or its designee
during the period of probation, shall be considered a violation of probation.

5. Cooperate with Board Staff | ‘

: Respondent shall cooperate with the Board's inspection program and with the Board's

monitoring and investigation of Respondent's compliance with the terms and condifions of their

- 6. Contmumg Educatlon .
Respondent shall provide evidence of efforts to maintain sl{ill and knowledge as a
pharmacist as directed by the Board or its designee. -
7. Notice to Employers - '

" During the period of probatlon, Respondent shall notify all present and prospectlve .
employers of the decision in case number 3251 and the terms, conditions and restrictions irnposed
on Respondent by the de0151on as follows: |

~Within thirty (30) days-of the. effectlve date of this demsmn and within ﬁfteen (15) days of
Respondent undertaking any new employment Respondent shall cause their direct superv1sor,

pharmac1st-m-charge (including each new pharmaeist-in-charge employed dunng Respondent’

tenure of employment) and owner to report to the Board in writing acknowledging that the listed

| individual(s) has/have read the decision in case number 325'1 and terrns and conditions imposed

thereby It shall be Respondent’s responsibility to ensure that hlS employer(s) and/ or
superv1sor(s) submit timely acknowledgment(s) to the Board.

If Respondent works for or is employed by or through a pharmacy employ'ment service,
Respondent ‘must notify his direct supervisor,' pharmacistain—charge, and owner at every entity
licen's'ed by the Board of the terms and conditions of the decision in case number 3251 in advance
of Respondent commencing Work at each hcensed entlty A record of this notification must be
provided to the Board upon request

Furthermore Withm thirty (30) days of the effective date of this decision, and Within fifteen
(15) days of Respondent undertaking any new employment by or through a pharmacy

6
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employment service, Respondent shall cause their direct supervisor with the pharmacy
employment se'rvice.to report to the Board in writing acknowledging that they has read the
decision in case number 3251 and the terms and conditlons. imposed thereby. It shall be
Respondent’s respons1b111ty to ensure that his employer(s) and/or supervisor(s) submlt tlmely
aclmowledgment(s) to the Board.

' Failure to tm1e1y notrfy present or prospective employer(s) or to cause that/those
employer(s) to submit timely 'acknoyvledgments to the'B,oard shall be considered a violation of -
probation; - _ | | : A )

"Employmentll W1th1n the meaning of this proyision shall include any full-time,-
part-time, temporary, relief or pharmacy management service asa pharrnacist or any
position for Which a pharmacist license isa requirement or oriterion for employment,

' whether the Respondent is'an employee mdependent contractor or volunteer

8. No Supervision of Interns, Servmg as Pharmacnst-ln-Charge (P10, Servmg as
Designated Representative-in-Charge, or Servmg asa Consultant

' During' the period of probation Respondent shall not Supervise' any intem pharmacist be
the pharmacist-in-charge or des1gnated representative-in-charge of any entity licensed by the |
Board nor serve as a consultant unless otherwise specrﬁed in th1s order Assumptron of any such
unauthonzed supems1on respons1b1l1t1es shall be consideréd a violation of probatlon

9. ' Relmbursement of Board Costs
As a condition precedent to successful completron of probation, Respondent shall pay to the
Board its costs of i mvest1gat10n and prosecution in the amount of one thousand one hundred forty-

seven dollars ($1 147). Respondent shall coordmate @ payment schedule W1th the Board.

There shall be no deviation from th1s schedule absent prior wr1tten approval by the Board or|

- its des1gnee. Failure to pay costs by the deadline(s) as drrected shall be considered a violation of

probatlon

The filing of bankruptcy by Respondent shall not rel1eve Respondent of the1r responsibility

to reimburse the Board its costs of investigation and prosecution.

"
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10. Probation Monitoring Costs | _

Respondent shall pay any costs associated with probotion monitoring as determined by the
Boarci each and every year of probation. Such costs shall be payable to the Board on a schedule
as directed by the Board or its des1gnee Fallure to pay such costs by the deadhne(s) as d1rected
shall be considered a v101at1on of probatlon

1. Status of License

Respondent shall, at .a_ll times while on probation, maintain an active, current lioenée with
the Board, includjrig any period durihg ovhich suspension or' “probation is tolled. Foilure to
maintain an active, current 11cense shall be considered a violation of probat1on

IfRespondent’s 11cense exp1res or is cancelled by operation of law or otherwise at any time
during the period. of probauon, including any extensions thereof due to tolling or otherwise, upon
renewal or reappliéél_tion Respondent's license shall pe subject to all terms and conditions of this
probation not previously satisfied. |

12 Llcense Surrender Whlle on Probatlon/Suspensmn

Followmg the effective date of this declslon 'should Respondent cease practice due to
retirement or health, or be otherwme unable to sausfy the terms and cond1t1ons of probation,
réspondent may tender their license to the Board for surrender.. _The Board or its des1gnee shall
]::tave .the discretion whether to grant the requeét 'for surrender or take any-other action it deems
appfopriote and reasonable. Upon fopmal acceptance of tho'éurrendor of the license, Respondent |
will no longer be subject to-the terms and conditions of probation. This surrender cons‘gitutoé a
record of disciplihe and shall become a part.of the Respdndent"é license history w1th the Board.‘

Upon acceptance of the sunender, Reépondent shall rélinquish their pocket and wall license
to the Board W1th1n tep (10) days of notification by the Board that the surrender is accep’;od. '
Reépondent niay not reapply for any license from the Boord for three (3)-years from the effective
date of the surrendér. Respondent shéll meet all requirements applicable tolthe license sought as
of the date the application.‘for that license is submitted to the Boapd, including any outstanding. ‘

costs.
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13. Notification of a Change in Name, Residence Address, Mailing Address or

: Employment

" Respondent shall notify the Board in wrrtlng wrthm ten (IO) days of any change of

'employment.'_ Said notification shall include the reasons for leaving, the address of the new

employer the name of the supcrvisor and owner, and the work schedlﬂe if known. Respondent'

shall further notify the Board in Wrrtmg within ten ( 1 O) days ofa change in name, residence

] address, marhng address or phone number.

Failure to tlmely notify the Boa.rd of ary change in employer(s) name(s) address(es), or .

phone number(s) shall be considered a vrolatlon of probation.

" 14, Tolling of Probation

Except during perlods of suspensron, Respondent shall at all times Whrle on probatron, be

'employed as a pharmacist in California for a minimum of forty (40) hours per calendar month.
* Any month during which this minimum is not met shall toll the petiod of prohation, i.e., the:

period of probation shall be extended by 'on'efmonth for each Amonth durmg which this minimum is

not met. During any such period of tolling of probation, Respondent must nonetheless comply
wnh all terms and conditions of probation.
| Should Respondent regardless of residency, for any reason (mcludlng vacatlon) cease

practrclng as a pharmacist for a minimum of forty (40) hours per calendar month in California,

Respondent must notify the Board in writing within ten (10) days of the cessation of practice, and

must further notify the Board in wrrtlng within ten (1 0) days of the resumptron of practice. Any

, fallure to provide such notification(s) shall be considered a vrolatron of probat1on.

It is a violation of probation for Respondent's probation to remain tolled pursuant to the
provisions of this condition for a total period, counting consecutive and non-consectutive rnonths;
exceeding tldrty-six (36) months. . |

. "Cessation of practice" means any calendar'month during which respondent is
not practrcmg asa pharmacist for at least forty (40) hours as defined by Business and

Professmns Code section 4000 et seq . "Resumptron of practice” means any calendar
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month during which respondent is pracﬁcing as a pharmacist for at least forty (40)

hoﬁs as a pharmacist as defined by Business and Professions Code section 4000 et

e | . , :

15. " Violation of Probation |

If Respondent has not complied W1th any term or condition of probation, the Board shall

have continuing jurisdi'ction'_over Respondent, and probation shall autometieally be extended,
until all terms and conditions have been satisfied or the Board has taken other action as deemed -
appropriate to treat the foilure to eomply as a violation of probation, to. terminate probation, and
to impose the penalty that was stayed. .

If Respondent violates probation i 1n any respect, the Board, after giving Respondent notlce

and an opportunity to be heard, may revoke probation and carry out the d1sc1phnary order that .

was stayed. Notice and opportunity to be heard are not required for those provisions statmg thata

v1olat10n thereof may lead to automatic fermination of the stay and/or revocatron of the license. If
a petltlon to revoke probatlon or an accusatlon is ﬁled agalnst Respondent dunng probation, the
Board shall have continuing Jurlsdlc‘uon and the period of probatron-shall be automatlcally
extended until tlre petition to revoke probation or accusation is heard.and decided. .

16. Co‘mpletion of Probation ‘

~ Upon written notice by the Board or its de51gnee mdlcatlng successful completlon of -

probatlon Respondent's hcense will be fully restored |

17. Restricted Practice |

Respondent shall not prepare oversee or participate in the preparatmn of injectable’ sterile ‘ |
products during the first year of probat1on, or unt1l he completes tI'nrty (3 0) hours of mandatory
education approved by the Board in compounding drugs. Respondent shall submit proof
setisfactory to tne Board of compliance vrith this term of probation Failure to abide by this
restncnon or to timely subm1t proof to the Board of comphance therewith shall be con51dered a

v1olat10n of probation.

10
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18. Community Serv1ces Program :

W1thm sixty (60) days of the effective date of this dec151on, Respondent shall submit to the

Board or its designee, for pnor approval a commumty service prograin in which Respondent

. shall provrde free health—oare related services on a regular basis to a community ot ¢haritable -

facility or agency for at least 250 hours over the term of the probat1on penod Wlthm thirty (3 O)
days of Board approval thereof Respondent shall submit documentatlon to the Board
demonstrating commencement of the community service program. A record of thls notlﬁcatlon
must be provided to the Board upon request, Respondent shall report on progress with the
communjty service program in the quarterly reports. Failure to timely submit, cornmenoe, or
oornply Wlth the program shali be considered a yiolation of probation.
19." "No New Ownership of Licensed Premises |
Respondent shall not acquire any.new ownersh1p, legal or beneﬁ01a1 mterest nor serve asa
manager admmlstrator member, officer, dlrector trustee assoolate or partner of any addltlonal
busmess, firm, partnership, or corporation licensed by the board. If Respondent currently owns or|
has any legal or beneficial interest in, or serves as a manager, administrator,'mernber, officer,
director, trust'ee, associate, or partner of any business, ﬁrrn, partnership, or corporation ourrently
or hereinafter licensed by the board Respondent may contmue to serve in such capac1ty or hold
that interest, but only to the extent of that position or interest as of the effective date of this
decision. V101at1on of this restriction shall be considered 4 violation of probation.
© 20. . Ethies Course | | |

- Within sixty (60) calendar days of the effective date of this decision, Respondent shall
enroll in a course in ethics,‘ at Respondent’s expense, approved in advance by the Board or its
destgnee. 'Failure to initiate the course during the first year of prooation, and complete it w1thm :
the second year of probation, is a violation of proBati_on. | _ .

' Respondent shall subrnit a certificate of completion to the Board or its desiénee Witnin five
days after completing such course. -
n
" |

11
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21. Tolling of Suspension
During the perlod of suspensron Respondent shall not leave California for any penod
exceeding ten (10) days regardless of purpose (mcludmg vacatlon) Any such absence in excess

of the (1 0) days durmg suspensmn shall be considered a v101at10n of probation. -Moreover, any

- absence from California dunng the period of suspension exceedmg ten (10) days shall toll the

suspension, i.e., the suspension shall be extended by one day for each day over ten (10) days
Respondent is absent from California.” During any such jjeriod of tolling of suspension, -
Respondent must nonetheless comply with all terms and conditions of probation. -

Respondent must notify the Board i in writing within ten (10) days of departure, and must

. further notlfy the Board in ertmg within ten (10) days of retum The failure to provide such

notification(s) shall constitute a v101at10n of probation. Upon such departure and return,
Respondent shall not resume the practice of pharmacy unt11 notified by the Board that the period

of suspension has been sausfactorﬂy completed

ACCEPTANCE

I have carefully read.the above Stipulated Settlement and Disciplinary Order and have fully
discussed it with my attorney, Noah JusAsim I understand the stipulation and the effect it will '
have on my Pharmac1st License. I enter into this Stxpulated Settlement and Dlsc1p11nary Order
voluntarrly, knowmgly, and intelligently, and agree to be bound by the Decision and Order of the

Board of Pharmacy.

"DATED:

Respondent

12 .
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1 heve.read and fully discussed with Respondent Tooraj Bereliani the terms and conditions

'a:nd other matters contained in the above Stipulated Settlement and Disciplinary Order. 1 approve

its form and content.

DATED:

Attorney for Respondent

ENDORSENIENT

The foregomg Stlpulated Settlement and Dlsc1p1mary Order is hereby respectfully

.sublmtted for consideration by the Board of Pharmacy of the Department of Consumer,AffairS.-

Dated: ' ' o .. Respectfully submitted,

~ KamarAD. HARRIS
" Attorney General of Cahforma
GREGORY SALUTE '
Superv1smg Deputy Attomey General

HEATHER HUA : '
Deputy Attorney General -
Attorneys for Complainant -

LA2009602597
60598379_3.doc -

13
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21, Tolling of Suspension '

Duting the penod of suspension, Re.spondent shall not leave Caliﬁmia for any period
exceeding fen (1 0) days, regordless of purpose (mc]udmg vacation) Any such absence in eXCess
of the (10) days during suspension shall be considered a violation of probation. Moreover, any -
ahserce from California during the pariod of sﬁspansion cxoesd'mﬁ ten (1 0) days shall toﬁ the =
suapension, Le., the suspensmn shall be extended by ote ‘day for aach day over ten (10) days
R.espondent is absent ﬁ'om California, During any sueh’ penod of tollmg of suspension,
Respondent must nonethe!ess comply with all terms and cnndxtions of probation. '

| Respondcnt must notify the Board in wntmg within ten (10) days of departure, and must
further notify the Board in writing within ten (10} days of retum. The failure to provide such

, nohﬁca“uon(s) shall constitute a violation of pmbatmn. Upon: guch departure and return,

Respoudcnt shall not resmmc the practics of phartscy until notlfied by the Board that the penod
of suspmslon hae Been aaﬁsfactorily completed.

, : ACCEPTAEQE L :
Lhave céfeﬁ;lly read the above Stipulated Settlement and Disciplinaxy Order and im'm Ry . -
discussed it with my atiorney, Noah Jussim. { iinderstand the stipulation and the sﬂ’écf twil
have ot my Pharmaoist Liconse, en.terlinto this Stipulated Settlement and Disciplinary Order |
voluntarity, knowmgly, and ml:elhgently, and: -agree to be bcund by the Declsmn and Order of the :
Board of Pharmacy. . ' .

TOORAJ BERELIANI-
Respondent ,

12

STIFULATED SETTLEMENT A8 TO TOORAJ BERELIANI -
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DATED: _9/7/1i

bt
o

Thave read and fully discussed with Respondent Toorsj Berokiani the terms st conditions
and other matters contamﬂd in the above Stipulated Bettlement and Disclplinary Order. [ approve |’
‘its form a.nd content.

. SIM
_ Attorney/for Respondent

The foragoing Stipulated Seltlement and Disciplinaxy Order iy hereby respectfully
submitted for conmderaticn by the Board of Pharmacy of the Department of Consumer Affairs,

Dated: SQ(M,C ZR0[! ~  Respectfully submited,
’ . : - KAMALA D, HARRIS
' _Attorney General of Californis

GREGORY SALUTE .
Superwsmg Deputy Attomey General

HeaTHER HUA. :
" Deputy Attornery General
Attomeysfar Complainant

LAZ009602597. -+
60598379_3.doc
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EpMUND G. BROWN JR.

Attorney General of Cahforma
GREGORY J. SALUTE

Supervising Deputy Attomey General
HEATHER HUA

Deputy Attorney General

-State Bar No. 223418

300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 897-2574
Facsimile: (213) 897-2804
E-mail: Heather. Hua@doj.ca.gov
Az‘torneys Jor Complaznarzz‘
BEFORE THE
BOARD OF PHARMACY

DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA
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- Permit to Compound Injectable Sterile Drug

In the Matter of the Accusation Against: - Case No; 3251

ADVANCED PHYSICIAN SOLUTIONS, | " FIRST AMENDED _

INC. dba ADVANCED COMPOUNDING
PHARMACY : , - ACCUSATION
7225 Fulton Ave. ' . . , a o

North Hollywood, CA 91605

Pharmacy Permlt No. PHY 48591
Products No. LSC 99426,

and
TOORAJ BERELIANI
Pharmacist-in-charge
7225 Fulton Ave.
North Hollywood, CA 91605

Pharrnamst License No. RPH 51 817

Respondents

Complainant alleges:

PARTIES

1. Vlronna I—Ierold (Complainant) brmgs this Accusa‘uon solely in her official capacity

as the Executive Officer of the Board of Pharmacy, Depattment of Consumer Affairs,

.

* Accusation
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' 2 oﬁ' or about April 26, 2007, the Board of Pharmacy issued Pharmacy Permit Number

| PHY 48591 to Advanced Physician Solutions, In¢. dba Advanced Compounding Pharmacy

(Respondent Advanced Compounding). The Pharmacy Permit was in full force and effect at all

times relevant to the charges brought herein and will expire on April 1, 2011, unless renewed.
3. Onorabout July 3, 2007, the Boaid of Pharmacy issued a Permit to Compound

Inj ectable Sterile Drug Products Number LSC 99426 to Respondent Advanced Compounding.

The Permit to Compound Injectable Sterrle Drug Products was in full force and effect at all trmes :

relevant to the charges brought herein and will explre on Apr11 1,2011, unless 1enewed

4. Onor about August 30, 2000, the Board of Pharmacy issued Pharmacist License
Number RPH 51817 to Tooraj Bereliani Pharmacist-in-Charge (Respondent Bereliani) The
Pharmaclst License was in full force and effect at all times relevant to the charges brought herein
and will expire on ¥ uly 31, 2012 unless renewed.

| . JURISDICTION

5. This Accusation is brought before the Board‘of Pharmacy (Board), Department. of

Consumer Affarrs under the authorrty of the followmg laws All section references are to the:

. Busmess and Professrons Code unless otherwise 1nd1cated

_ 6.  Section 118, subdrvrsron (b), of the Code provides that the suspension, expiration,
surrender, or cancellation of a license shall not deprive the Board of jurisdiction to proCeed with a

chsc1phna:ry action during the period within Whlch the license may be renewed, restored, rerssued

or remstated

- 7. Section 4026 of the Code'states as follows: ‘
“Furnish” rneans 1o supply by any means, by sale or otherwise.
8. Section 4076 of the Code states, in part as follows: |
(@A pharrna01st shall not dispense any prescrrptron except in a container that meets the

requirements-of state and federal law and is conectly 1abe1ed ‘with all of the followmg

(7) The strength of the drug or drugs dispensed.- )

Accusation
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(9) The expiration date of the effec'tiveness of rhe drug dispensed. .. .’:

9.  Section 4077 of the Code states in pertinent part, that except as provided in
subd1v181ons (b) and (c) of this section, no person shall dispense any dangerous drug upoh
prescriptron except in a‘container correctly labeled with the information required by Section
4076, | o
| 10. Section 4081 of the Code states, in part:

"(a) All records of manufacture and of sale, acqu1s1tion or disposmon of dangeious drugs
or dangerous devices shall be at all times durmg business hours open to inspection by authouzed
officers of the law, and shall be preserved for at'least three years from the date of malcmg A ]

current 1nventory sha_ll be kept by every manufacturer, wholesaler pharmacy, Veterinary

food-animal drug retailer, physician, dentist, podlatrlst veterinarian, laboratory, clinic, hospital

institution, or establishment holding a currenﬂy valid and unrevoked certificate, license, permit, -
registration, or exemption under Division 2 (commencing with Section 1200) of the Health and -

Safety Code or tnder Part 4 (cornrnencing with Sec_tion 16000) of Division 9 of the Welfare and

Institutions Code who maintains a stock of dangerous drugs or dangerous devices.

(b) The‘owner officer, and partner ofa pharmacy, wholesaler .. shall be. joinily
responsrble with the pharmacist-m-charge or representative-m-charge for malntaimng the
records -and 1nventory described in this section. . | |

1L Section 41 13, subdiwsmn (b) of the Code states: |

“The pharniacist-in-char ge shallbe responsible for a pharmacy’s compliance With all state

and féderal lavs;s and regulations pertaining to the practice of pharm_a.ey.f’ | |

12.  Code section 4126.5, subdivision (a), provides:

“(a) A pharmaoy maj/ furnish dangerous drugs' only to the following:

)] A wholesaler owned or under cormon control by the Wholesaler from whom the
dangerous drug was acqulred .

(2) The pharmaceutical manufacturer frorn whom the dangerous drug was. acqulred

(3) A licensed wholesaler acting as & reverse dlstrlbutor.

/ . o N o Accusation
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' (4) Another pharmacy or wholesaler to alleviate a témporary shortage of a dangerous drug
that could result in the denial of health care. A pharmacy.furnishing dangerous drugs pursuant to
this paragraph may only furnish a quantity sufficient to a11ev1ate the temporary shortage

(5) A patient or to another pharmacy pursuant to a prescriptlon or as otherw13e authorized
by law. : _ .

(6) A health care prowder that is not a pharmacy but that is authorized to purchase
dangerous drugs. :

(7) To another pharmacy under common control.”

13. Section 41 69 of the Code states:

(a) A person or entlty may not do any of the followmg

(3) Purchase; trade, sell, or transfer dahgerous drugs that the person kne'*\iv or r.easonably
should have kliown were misbranded, as deﬁned in Se_ctionl 111335 of the Health and Safety.
Code.” | |

| 14. Sectioii 4300 of the Code states, in pertinent part, that every license issued by the
Board is suhj ect to discipline, including suspension or revocation. | “
15 Section_4§01 of the Code states, in part, as follows:'

"The board shail take actio:i against ariy holder of a license who is' guilty of uhr)rofessional
conduct or whose hcense has been procured by fraud or misrepresentation or issued by mistake.
Unprofessmnal conduct shall include, but is not 11m1ted 1o, any of the followmg

| (2 Iﬁiomngly-maiqng ot signing any.certiﬁcate or other document that falsely.represents .-

the existence or nonexistence of a state of facts.

(§) The violation of any of the statutes of this state, or any other state, or of the United

States regulating controlled substances and dangerous drugs.

(o) Violating or atrempﬁiig to violate, directly or indirectly, or assisting-in or abeﬁiné the”
violation of or conspiring to violate any provision or term of this chapter or of the applicable
federal and state laW's'and regulations governing pharmacy, including regulations established by' :
the board or by any other state or federal regulatory agency. . . .”

4
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16. Section 43’06.5 of the Code states, 1n part, as foilows:
“Unprofessional oonduct for a pharmacist may include any of the following: '
(a) Acts or omissions that involve, in whole-or in part the inappropriate exercise of hlS or
her education, trammg, or expenenoe as a pharmac1st whether or not the act or omlss1on arises in

the ¢ourse of the prao’uoe ‘of pharmacy or the ownership, management admlmstratmm or

operation-of a pharmacy or other entlty hcensed by the board.”

17. Section 4328 of the Code states; 7

"'Except as otherwise provided in this chapter any person who pe'rrnits the compounding or
dispensing of prescrlptrons or the furmshmg of da.ngerous drugs in his or her pharmacy, except
bya pharmao1st is guilty of a m1sdemeanor ‘

18. Section 4342 of the Code states:

“(a) The board may institute any action or actions as may be provided by law and that, m its |
discretion arenecessary, to.preve‘nt the sale of pharmaceutical preparatiOns and drdgs that d6 not
conform to the standard and tests as to quality and strength prov1ded in the latest edition of the |
Umted States Pharmacopoeia or the Natlonal Formulary, or that v101ate any provision of the "
Sherman Food, Drug and Cosmetic Law (Part 5 (comrnencmg With Section 109875) of D1v131on
104 of the. Health and Safety Code) ‘

(b) Any knowing or Wlllful v101at10n of any regulation adopted pursuant to Sechon 4006
shall be subject to pumshment in the same manner as is prov1ded n Sectlons 4336 and 43217
. 19 Cahforma Code of Regulauons Title 16, section 1751. 02 subd1v151on (c) prov1des
in part, as follows:
“(c) Pharmacies compoundmg sterile injectable produets from one or more non-sterile |

ingredients must have written policies and procedur_es that comply with-the following:

(3)Policies arrdprocedures must address at Jeast the following:

Accusation




© 9 a n A~ WL N

O

10

11

12

13

14

15
16
17

18

19
120
21

22

"24
25

26 |
27

28

' (i) For sterile.batch compounding, written policies and procedures must be established for
the use of master.forn’iuias and Work sheets end for appropriate documentation. . .".” |
2i). ‘California Code of Regulations, Title 16_, section 1751.3, subdivision (b), provides, in
part: | | ' '

“(b) In addition to the records required by subdivisions (a), for sterile products compounded |

- from one or more non-sterile ingredients the following records must be maintained for at least

tiiree years:

(6) Preparation records 1nclud1ng the master work sheet, the preparation Work sheet, and -
1ecords of end~product evaluatlon results. .
21. California Code of Regulations, Title 16; section 1716.2, provides, in pertinent pe.rt;
a5 follows: - | . |
- “(a) For the purpose of compoundmg in quanunes larger than required for
1mmed1ate dlspensmg bya prescnber or for future dlspensmg upon prescription, a pharmacy shall | ,

mamtam records that include, but are not limited to

(3) The expiration date of the finished product' This date must not exceed 1‘80 days or the-

' shortest expiration date of any component in the ﬁmshed product unless a longer date is

supported by stability- studies in thc samie type of packagmg as furnished to the prescriber. Shorter
dating than set forth in this subsection may beused if it is deemed appropriate in the prof_essronal
judgment of the responsible pharmaicist.- | ' |

- (4) The signature or initials of the pharmacist performing the compo_un_ding.

(5)A formula for the cornpounded.product., The formula must be maintained in a r'eedily

_ retri'evable form. ...”

22. " California Code of Regulations, Title 16, section 1793.7, provides, in part:
“(a) Except as otherwise provided in section 1793.8, any function performed by a pharmacy |

technician in connection with the dispensing of a prescription, including repackaging from bulk

Accusation |
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1 and storage of phalmaceﬁticals, must be verified and documented in writing by a pharmacist.

Except for the preparation of prescriptions for an inpatient of a hospital and for an inmate of a

" label before the medication is prdvided to the patient.

' facilit}-l, the pharmacist shall indicate verification of the presaription by initialing the pre_se'cription _

(b) Pharmacy technicians must work under the direct superv131on of a pharmacist and in

such a relationship that the supervising pharmamst is fully aware of all activities involved in the

prepara’uon and dlspensmg of medlcatlons including the mamtenance of appropnate recmds

(c) A pharma01st shall be responsible for all activities of pharmacy tec}:mlmans to ENSure .

that all such activities are performed completely, safely and without rlsk of harm to patients. .

03,

Cahfozma Code of Regula“uons, Title 16, sectlon 1751.2, subd1v1s1on (b), pr ov1des

“In addition to exzstmg 1abelmg requuements a pharmacy Whlch compounds sterile

| injectable pr Qducts shall include the following information on the labels for those products:

.. (b) Name and concentrations of ingredients contained in the sterile injectable product. . D

24,

COST RECOVERY

Section 125.3'6f the Code states, in pertinent part, that the Board may request the

administrative law judge to direct a licentiate foﬁrid_ to have-committed a violation or violations of

enforcement of the case.

“the licensing act to pay a sum'not to exceed the reasonable costs of the investigation and

25, The classification for the dangerous drugs is listed below:’
BRAND . | GENERICNAME | DANGEROUS | CONTROLLED | INDICATIONS
NAME o DRUG PER SUBSTANCE . FORUSE
: - B&PC4022 | PERH&SC '
.Depo Provera | Medroxyprogesterone | Yes : No Contraceptive
: - Acetate 150mg Susp |- : '
Depo - ~ |. Testosterone Yes - BSC Anabolic steroid
Testosterone | Cyprionate Inj. ° 11056(£)(30) /male sex
- : ) : hormone .
Celestone ;| Betamethasone Sod. | Yes No Antiinflammatory
| 4 Phosphate Inj. , '| corticosteroid .
Celestone Betamethasone Yes No | Antiinflammatory |
Soluspan - Soluspan corticosteroid '
7
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Depo Estradiol Cyprionate | Yes No | HRT
Estradiol . S
Depo Medrol | Methylprednisolone - | Yes No Antiinflammatory
oL Ing. ' ‘ | corticosteroid
Deca Nandrolone Yes HSC ‘ | ‘Anabolic Steroid
Durabolin . - Decanoate Inj. 11056(H)(19) /malesex .
' : - . - hormone
Unknown Sodium Hydroxide | Yes No .| Unknown
Inj. . ' : '
Alprostadil Prostaglandin PGE-1 | Yes No Used in Trimix
_ Inj. . - | for erectile |
: . 3 dysfunction . -
Regitine _Phentolamine Inj. _ | Yes | No - Used in Trimix
' : for erectile
- o _ ' . 1o dysfunction
*Not FDA *Polidocanol Inj. *“Unapproved | No Sclerotherapy -
approved ' - -+ | New Drug” . R
Misbranded-Not
Approved by
Prednisolone | Prednisolone Inj Yes No Antiinflammatory
. . corticosteroid
Progesterone. | Progesterone in Oil Yes - No - Progesterone
' Inj. - ' S : replacement
' ' - : ‘therapy
‘Sotradecol ‘Sodium Tetradecyl Yes No Vericose Vein
. _ Sulfate Inj. : _ therapy
Vitamin B-1. | Thiamine Inj. Yes - No Vitamin B-1 -
L . ' deficiency P
Kenolog Inj: | Triamincolone | Yes. - No | Antiinflammatory ||
S Acetonide Inj. ' ' corticosteroid
Tri-Mix PGE-1+ Papavarine + | Yes . No Erectile
- Phentolamine - : Dysfunction -
Depo Depo Stanozolol Yes HSC . | Anabolic Steroid/ |
Winstrol Inj o ] 11056(£)(28) male sex .
. . A - : hormone
Delestrogen . | Estradiol Valerate . = | Yes - No HRT
S b R ' ' ‘
Healonor =~ | Hyaluronic Acid Inj. | Yes No Joint & skin
Hyaluronan o : | o repair, eye -
, ‘ : : surgery
Wyadase Hyaluronidase Inj. Yes No Enzyme to help
: S | absorb _
‘ L medications
17-P Hydroxyprogesterone | Yes - No - | Preventing Pre-~ ||
' : Caproatednj. =~ . , term Births
Xylocaine . Lidocaime PF Inj. Yes . | No | Numbing ‘Agent
Vitamin B12 | Methylcobalamine Yes No Vitamin B 12
: : deficiency
Celestone Betamethasone Yes No- Injectable anti-
Soluspan Soluspan : ' inflammatory
' Astamorph - | Morphine Yes CIl’ HSC | Severe pain
: : 11055(b)(1H(M) R
o Severe pain

Accusation
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Dernerol : Meloeridine Yes C ClI HSC

: 11055(c)(17)
Dilaudid Hydromorphone | Yes . ClI -~ HSC Severe pain
- ' - 1 11055()(1)(K) -
Duragesic Fentany! - Yes Cl HSC | Severe pain
. , B . 1111055(c)(8)
Ketalar: "~ | Ketamine .| Yes CIIT . HSC General
' , _ 11056(g) Anesthetics
Valium ‘Diazepam Yes Clv HSC | Anxiety
: 11057(d)(9)

Versed Midazolam : Yes CIv HSC | Pre-operative
: 11057(d)(21) sedation

Perocet Oxycodone w/APAP | Yes - | CII HSC Severe pain

o ) L . , 11055(b)

Cocaine Top. | Cocaine Topical Yes CIL "~ HSC Topical

Soln. | Solution 11055(b)(6) Anesthetic

Vicodin Hydrocodone Yes CIIL HSC Moderate to -

w/APAP 5/500 _ ' - | 11056(e) severe pain

FIRST CAUSE FOR DISCIPLINE
, (Malinfactﬁring Drugs Sold Through Wholesalef)

. tRespondents Advanced Compounding and Bereliani]

- 26. i{esponden;ts Advanced Compounding and Bereliani are'subjecf to disoiplinaly action
under Business and Professmns Code Section 4033(a) in that Respondents were a manufacturer
When they compounded driigs that were not sold to the ul‘amate consumer. . I

On June 19 2008, durmg an mvestlganon of Advanced Compoundmg Pharmacy, Board
'invesugators found that Respondents ‘records showed they were manufacturing sterile i inj ectable

compounded drugs for customers that were brokered through wholesaler Superior Medical

Supply, Inc. -For instance, the drug Medroxyplfo gesterone Acetate Suspension 150 mg/ml

prefilled -syringes were drop shipped from Respondents directly to olinics dnd doctors’ offices. -

Respondents were paid by the wholesaler Supenor Medical Supply, Inc for the drop shlpped

drugs rather than by the chnlos or doctors’ offices as the ultimate consumers.

17
"

Medroxyprogesterone Aoetate Suspension 150mg/m prefilled syringes are the generic name for
the commerCIaIly available drug Depo Provera 150mg/ml prefilled syrmges The drug is a long acting birth

1 control drug injected every 12 weeks. -

Accusation
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SECOND CAUSE FOR DISCIPLINE

(Furnishiné of Controlled 'Substance through Unlicensed Wholesaler)
[Respohdents Adt'anced Compounding and Bereliani]

27. Respondents Advanced Compounding and Bereliani are subject to disciplinary action

- under sect1on 4301, subd1v151ons 6 and (0), in conjunction with Code section: 4126 5, in that

Respondents furnished controlled substances and compounded drugs, as deﬁned in Title 21, Code
of Federal Regulatlons, sections 1301.11 and 1301.13(a), to a wholesaler from Whom the

' controlled substance was not acquired. The circumstances are as follows:

.a) Between February 27, 2008 and August'4, 2008, Respondents had a verbal ‘
‘ ,agr'eement to furnish orders from Sttperior Medical Supply (locatecl in the Sta-te of
: Colorado) to Superror Med10al Supply s customers for controlled substances and
| then to b111 Superror Medrcal Supply for the purchase of the controlled substances.
Superior Medical Supply was not autborrzed by the Drug Enforcement
Admrmstratron to engage in the dlstrlbutlon of controlled substances.
b) The fumishing of the controlled substances occurred as fo'llows Schedule IIY IH
| IV, and V controlled substances were ordered through Super101 Medical Supply for
their customers; the controlled substances were drop shipped by Respondents 1o
. Superior Medlcal Supply customers; Respondents billed Superior Medical Supply
for tlte controlled substances; Superior Medical Supply paid the billed invoices from
Respondents Supenor Medical Supply then invoiced their. oustomers drrectly for .
the drop shlpped controlled substances.
. ¢). The controlled substances Respondents slnpped to Supenor Medrcal Supply ]

customers were controlled substances not orrgmally acquired from Superior Medical

Supply.

THIRD CAUSE FOR DISCIPLINE

(Failure to Maintain Written Policies and Procedures)

[Respondents Advanced Compounding and Bereliani]

.10
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28. .' Respondents Advanced Compounding and Bereliani are subject to disciplinary action-
under section 4301, subdivisions (j) and (0), in conjunction with Code section 4081, subdivisions

(a) and (b) and California Code of Regtllations, Title 16, section 1751.02(c)(3)(1), in that

‘ Respondents failed to'rnaintain required written policies and procedures associated with the

pharmacy’s preparation and dispensing of sterile injectable products. The circumstances are as
follows: | | | . |
a) On Ju.ne 19 2008, Board 1nvest1gators determmed that Respondent Bereham
d1d not have written pohcles and procedures established forthe use of a master ﬁ
formula, worksheets and documentation When compounding sterile batch injectable |

drugs from non-sterile ingredients.

FOURTH CAUSE FOR DISCIPLINE

.(Failure to Maintain Preparation Records and/or Master Formulas)

/

[Respondents Advanced Compounding and Bereliani]

29. Respondents Advanced Co_mpounding- and Bereliani are subject to disciplinary action

_under section 4301, subdivisions ) and (0),1in conjunction with Code section 4081, subdivisions

| (2) and (b) and Cahforma Code of Regulatmns Title 16 sect1on 1751 3(b)(6), in that

Respondents failed to maintain, for three years the preparanon records, mcludmg Master
Formula Worksheets when compounding sterile products from one or more non-sterile
_lngredlents The cucumstances are as follows:
a) On June 19 2008, Board mvest1gators found that Respondent: Bereham mamtamed
only a few of the required Master Formula worksheets for the pharmacy S A‘
compounding of sterile i injectable drugs from non-sterile 1ngred1ents. '
b) On Juze 19, '2008 Board investigators found that preparation records for the |
, ‘compoundmg of ster11e mJectable drugs from non—sterrle mgred1ents showed
" different exprra‘uon dates. For mstance Respondents placed a 180-day exp1rat10n
date for sterile injectable drugs shlpped in California, while Respondents placed a
one-year expiration date for the same sterile. injectable drugs shipped outside of .
California. Investigators reviewing preparation records determined that no master

11
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" formula was present to substantiate the diffen'ng expiration dates for the same sterile
injectable drugs. . .
FIFTH CAUSE FOR DISCIPLINE

. (Failure to Mainfain Complete Compounding Records)
[Respondents Advanced Compounding and B’ereliani]' -
" 30. Respondents Advanced Compounding and Be'reliani are subj ec’o to disciplinary action |
under section 4301 subd1v131ons (]) and (o) in conjunctlon with Code section 4081 subd1v1s1ons .
(2) and (b) and California Code of Regulanons T1t1e 16, secnon 1716 2 in that Respondents v
faﬂed to ma_mtaln complete records requlred for compoundmg for future furms_lnng of drugs. The
cnrournstances are as follows 4 | |
a) On June 19, 2008 Board mvesngators determined that Respondents as a routine
~ practice, labeled sterile mJ..ectable products with a 180-day expiration date for drugs .
l, 'sln'pped in Cal'ifornia, and a one-year expiration date for the same drugs shipped
outside of California without a written justiﬁcation for either eﬁcpiration da’ses :
chosen in violation of Regulation section'17.1 6.2@)(3).
b) OnJune 19, 2008 , Board'ﬁwestig'a“oors found that 'Responden't BereIiéni, as a
' routine practice, failed to sign or initial the Logged Fdljnmld Worksheet records in
violation of Regulation section 171'6'.v2(a).(4). -
| c) “On Jnne' 19, ,2008; Board investigators found that no Master Formulas were
available to substantiate a one jrearor_ 180-day expiration for the same pro duot n
‘ violation of Regulation section 1716.2(a)(5). | |
| SIXTH CAUSE FOR DISCIPLINE

- (Failure to Document Supervision of f’harmﬁcy Technician)
[Respondents Advanced Compoundmg and Berelxam]

31. Respondents Advanced Cornpoundmg -and Bereliani are subJ ect to d1sc1p1mary actlon

‘under sectlon 4301, subd1v131ons @) and (o), in conJuncnon with Code section 4081 subdivisions

(2) and (b) and Cahforma Code of Regulatlons, Title 16, secnon 1.793.7(a), in that Respondents

12
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failed to document superyision and verification of duties performed by the pharmacy technician.
The circumstaices are as follows: ' | . |
a). On June 19,,2008; Board investigators determined thatRespondent Bereliani, as a
routine piactice failed to initial or document Inany of the Logged Formula .
' Worksheet records verifying the superv1smn and duties performed by compoundmg
pharmacy technicmn Zherair Aghalchan
SEVENTH CAUSE FOR DISCIPLINE

(Mlsbrandlng of Drugs with False or Misleading Informatlon)
4 [Respondents Advanced Compounding and Bereliani]

32. Respondents Advanced Compounding and Bereliani are subject to- d1301p11nary action
under section 4301, subd1v151ons () and (o) in conJuncuon with Code section 4076, subd1v1s1ons
(a)(7) and (a)(9) and California Code of Regulations, Title 16, section 1751.2(b), in that
Respondents rmsbranded and 1abeled drugs with false and rmsleadmg mformation.. The
circumstances are as follows |

a) On June 19, 2008 and June 24, 2008 Board mvestlgators found that Respondents -
allowed the compounded drug Medroxyprogesterone Ace’cate 150mg/m1 “to be
misbranded by falsely labehng the drug w1th the misleadmg label as either
“Medroxy Progst PF (75/0. Smg) ml” or “Medroxy Proge (75/.5) 75/0 S5mg.”

‘ li) On June 19, 2008 and June 24, 2008, Board mvestigators found that Respondents
' 'rmsbi randed the preseriptlo,n labels with false and nrusleading explranon dates as 180
days for drugs shipped in Califorma and one year exp1rat1on date for drugs shipped
outside of Cahforma for the same drugs
, EIGHTH CAUSE FOR DISCIPLINE -

- (Sale, Purchase, Trade or Transfer of MJsbranded Drugs)
[Respondents Advanced Compoundmg and Bereliani]
33. Respondents Advanced Compounding and Bereliani are subject to disciplinary action

under section 4301, subdivisions (j) and (o), in conjunction with Code section 4169, subdivision |

.(a)(3) and 'Health and Safety Code section 111335, in that Respondents purchased, traded, sold or
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transferred dangerous drugs that they khew, or reasonably should have known were misbranded.
The circumstances are as follows: o | |
a) From on or about February 28, 2008 through on or about Iune 4, 2008, Respondents
drop shlpped to doctors and clinics Medroxypro gesterone 150mg/ml pre-ﬁlled
syrmges that were m1sbranded with false or misleading labels that read “Medroxy
Progst PF (75/0.5mg) m. ? or “Medroxy Proge (75/.5) 75/0. Smg” that were
manufactured by Respondent Advanced Compoundrng The drugs were further
misbranded in that. Respondents placed 4-180-day exp1rat10n date for drugs slnpped 7
in Cahforma Whlle Respondents placed a. one-year exprratlon date for the same
drugs shlpped outside of California.
NINTH CAUSE FOR DISCIPLINE
(Sale, Purchase, Trade, or Transfer of Mlsbranded Drugs)
[Respondents Advanced Compoundlng and Bereham] '
34, . Respondents 'Advanced Compoundjng and Bereliani are suh'j ect to disciplinarjr action :

under section 4169 subd1v131ons (a) and (3) in conjunctlon with Code section 4342, and Health

| and Safety Code section 111330 in that Respondents purchased traded, sold or transférred

dangerous drugs thiat they knew or reasonably should have known were mlsbranded The
circumstances are as follows o _
a) Approxrmately on or after June 19, 2008, Respondents Advanced

Compoundmv and Bereham initiated a drug recall of all compounded m_]ectable drugs Whose

|| labeled exprratlon dates on the ﬁmsh products exceeded the expiration dates on the Master

'b) . Respondent Bereliani identified on the.pharmacy’ s Drug Recall Report a total

of 1732 orders: 1 425 misbranded drug orders drop shipped to clinics and. doctors’ outside of A
. Cahforma and 307 mlsbranded drug orders shipped to Cahforn.ra clinics and doctors.

c) The Drug Recall Report identified the drug, the total quantity of drug ordered,
and the number of orders shrpped that contamed the m1sbranded labeled exprratron dates that

were false and rmsleadlng
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d) Based on Respondents’ Drug Recall Report the misbranded drugs shipped out

of Cahforma to clinics and doctors® offices between the penod of July 1, 2007 through June 30,

2008 included:

WO B LN

20.
21,
21.
22
23,

24,
23.

26.
27.
28.
29.
30.

Medroxy Proges. Acetate 150mg/ml with total quantity of 50mls from 3 orders
Medroxy Progest. Acetate 150mg/ml with total quantity of 11,501mls from 283 orders
Medroxy Progst AcetatePF. 150mg/ml with total quantity of 2,033mls ﬁ'om 113 01ders
Polidocanol 0.5% with total quantity of 780 from 9 orders

Polidocanol 0.75% with total quantity of 40mls from 2 orders

Polidocanol 1% with total quantity of 3,400mls from 15 orders

Polidecanol 2% with total quantity of 280mls from 7 orders '

Polidocanol 3% with total quantity of 4,230mls from 42 orders

Polidocanol 5% with total quantity of 360mls from 4 orders

. Sodium Tetrad 1% with total quantity of 1120 from 12 orders

. Sodium Tetrad 2% with total quaritity of 230mls from 2 orders

. Sodium Tetrad 3% with total quantity of 1,110mls from 9 orders’

. Sodium Tetradecyl with total quantity of 1,070mls from 3 orders

. Triamcinolone Inj. 40mg/ml with total quantity of 15,680mls from 131 orders

. Methyl Prednisolone with total quantity of 15,365mls from 169 orders

. Nandrolone Decanoate (all strengths) with total quantity of 1,030mls from 17 orders
. Sodium Hyaluronate (all strengths) with total quantity of 2,498mls from 43 orders

. Sodium Hyaluronic Inj with total quantity of 80mls from 2 orders

19.

Betam Soluspan Inj-6mg/ml with total quantity of 11,382mls from 105 orders
Betamethesone 6mg/ml Inj Sol with total quantity of 340mls from 3 orders
Hydroxy Progesterone with total quantity of 30mls from 2 orders :
HydroxyP4 Caproate 250mg/ml with total quantity of 450mls from 28 orders
Winstrol Cmpd with total quantity of 30mls from 1 order :

Estradiol Cypionate with total quantity of 375mls from 9 orders

Estradiol Valerate (all strengths) with total quantity of 455mls from 15 orders
Hyaluronidase 150u/m with total quantity of 20mls from 2 orders -

DMSO 50% Sol with total quantity of 8,050mls from 15 orders

Thiamin Inj with total quantity of lOmls from 1 order .
Methyl Cobalamine (all strengths) with total quantity of 340mls from 6 ordels .
‘HydroxyP4 Caproate 250mg/ml with total quantity of 20mls from 1 order '
Testosterone Cyp 200mg/ml Inj with total quantity of 32,005mls from 371 orders

€) ' The misbranded drugs drop shipped to California clinics and prescribers between

January 1, 2008 to June 30, 2008 were: o

B

Medroxy Progest. Acetate 15 Omg/fnl with total quaﬁtlty of 3, 585mls from 60 orders
Medroxy Progst AcetatePF. 150mg/ml with total quantity of 40 1mls from 27 orders

PGE 1*** with total quantity of 20mls from 4 orders

Polidocanol 0.5% with total quantity of 330 from 5 orders
Polidocanol 0.75% with total quantity of 50mls from 1 order

15

Accusation



http:ofl,030.ri:J.ls

~N o L B LN

10
11

12

13
14
15

16

17
18
19

20

21
22
23

24
25

26

27
28

Polidocanol 1% with total quantity of 610mls from 6 orders’
Polidocanol 2% with total quantity of 260mls from 3 orders
Polidocanol 3% with total quantity of 520mls from 4 orders
Polidocanol 5% with total quantity of 120mls from 3 orders
10. Sodium Tetrad 0.125% with total quantity of 70mls from 3 orders
11. Sodium Tetrad 0.25% with total quantity of 60mls from 3qrders
12. Sodium Tetrad 0.5% with total quantity of 30mls from 1 orders
13. Sodium Tetrad 1% with total quantity of 170 from 4 orders . ..
14. Sodium Tetrad 2% with total quantity of 120mls from 4 orders
15. Sodium Tetrad 3% with total quantity of 170mls from 4 orders
16. Methyl Prednisolone with total quantity of 1,120mls from 21 orders
17. Triamcinolone Inj. 40mg/ml with total quantity of 3470mls from 43 orders
* 18. Nandrolone Decanoate (all strengths) with total quantity of 140mls from 7 orders
19. Sodium Hyaluronate (all strengths) with total quantity of 20mls from, 1 order
20. Sodium Hyaluronic Inj with total quantity of 40mls from 4 orders
21. Betam Soluspan Inj 6mg/ml with total quantity of 195mls from 4 orders
22. Betamethesone 6mg/ml Inj Sol with total quantity of 5mls from 1 order
-23. HydroxyP4 Caproate 250mg/ml with total quantity of 20mls from 1 order
24. Winstrol Cmpd. with total quantity of 40mls from 2 orders . '
25. Estradiol Cypionate with total quantity of 350mls from 8 orders
26. Hyaluronidase 150uw/m with total quantity of 280mls from 9 orders
27. DMSO 50% Sol'with total quantity of 500mls from 5 orders
28. Thiamine Inj. with total quantity of 120mls from 4 orders ' A
29. Methyl Cobalamin (all strengths) with total quantity of 565mls from 13 orders
30. Testosterone Cyp. 200mg/ml Inj. with total quanitity of 2,805mls from 52 orders

hel ol s

TENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct — Misuse of vKnowledge of ll.’harmacy Law)
[Respondents Advanced 'Com-po'undin.g and Bereliani]
. 35.; . Respondents Advanced Cemponnding and ,Ber'elia.ni are subject to dieciplinalfy action
under l.section 4306.5, .subdivision,(a), in that Respo'ndent conlmitted unprofessionel conduct for

acting or omitting that involve, in whole or in part, the inappropriate exercise of his education,

training or experience as a pharmacist. The circumstances are as follows:

a) On Februéry 14, 2008, Respondents failed to verify the accnraey of fhe Logged
Formula Worksheet for Trijl\/lix (Phen/PGE/PAPA} 1mg/20mcg/ 30mg/ml Inj ection which

. showed two ingredients were miscalculated and transposed so that patient R. Thorne received 3

times the dose of Phentolamine and 1/3 the dose of Prostaglandin (PGE) on his Tri-Mix Injection.
. b) Addmonally, Respondent Bereliani, as aroutine practme failed to document on the

worksheet his superv1smn of the cornpoundmg pharmacy techmolan Zherair Achalchan
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c) . On May 1, 2007, Respondents incorrectly calculated his stock solution of 30cc-
Phentolamine 50mg/ml stock solution under lot #05012007@3. The active drug Phentolamine
Mesylate jaowder was incorrectly calculated at 500mg instead of 15 00me. This incorrectly

compounded stock solution was then used to mix 6 TriMix preparations on the followmg dates:

December 10, 2007
February 6, 2008

~ February 14 2008
February 27, 2008
February 27, 2008
February 27 2008

BRI

Respondent Bereliani, on a routine practrce falled to check the lot numbers on the
gred1e11ts used, which showed that the Phentolamine stock solutlon made on May 1, 2007 had

already expired. . ) ) .' 4 ‘

| ' ELEVENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct ~ Misrepresentation) -
A [Respondents Advanced -Compounding and Bereliani]
' 36. Respondents Advanoed,Componnding and Bereliani are. subject to drsciplinary action | .
under section 4301,. subdivision {g), in that Responden’rs knowingly iade or signed a certificate
or other docurnent that falsely 1'epresented~ the existence or nonexistence of a state of facts. ‘The
circumstances gre as foilows: B | | | | |

a) The word “Soluspan™ is a registered trademark name of Schering-Plough’s Celestone |

- Soluspan 6mg/ml, which describes their brand of rapid and repository inj ectable. On June 19,

2008, Board investigators discovered that Respondenrs falsely represented the compounded

product of “betamethasone suspension™ by labeling it “Betam Soluspan Inj 6mg/ml” without '

authorization from Schering-Plough

b) ' Respondents were not a member of the Pharmaceutlcal Compounding Centers of
America (herelnafter PCCA) and were not authonzed to copy their formulas without PCCA’s
permission. Thongh they had not been given perrmssmn by PCCA to reference their formulas,

Respondents did so in at least 7 formulas sent to the Board as follows:

1. The Mechoxyprogesterone Acetae New) 150mg/ml referenced PCCA Formula 7404 but
" stated “This formula is a trade secret of ADVAN CED PHARMACY".
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2. The Medroxyprogesterone Acetae Suspension Vehic referenced PCCA Formula 7405 but
© stated “This formula is a trade secret of ADVANCED PHARMACY™.
3. The MethylPredmsolone 40mg/m1 Injectable referenced PCCA Formula 5678 but stated :
“This formula is a trade secret of ADVANCED PHARMACY™.
' 4, The MethylPrednisolone 80mg Injectabl referenced PCCA Formula 5678 but stated “Thls
.. formula is a trade secret of ADVANCED PHARMACY™.
5. The Triamcinolone Acetonide 40mg/ml referenced PCCA Formula 4359 but stated “Thls
. formula is a trade secret of ADVANCED PHARMACY™.
6. The Tri-Mix 0.5mg/5.88meg/30mg Injectable referenced PCCA Formula 4338 but stated
“This formula is a trade secret of ADVANCED PHARMACY?™. .
7. The Testosterone Cypionate 200mg/ml Injectable referenced PCCA Formula 77 19 buit
- stated “This formula is a trade secret of ADVANCED PHARMACY™.

. PRAYER :
WHEREFORE, Complainant requests that a hearing be held on the matters herein al-leged,

‘and that foﬂowing the hearing, ‘the Board of Pharmacy issue a decision:’

1. Revokmg or suspending Pharmacy Permlt Number PHY 485 91 issued to Respondent :
Advanced Physician Solutions, Inc. dba Advanced Compoundmg Pharmacy ‘

2. Revokmg or. suspendmg Permlt Number LSC 99426 1ssued to Respondent Advanced
Phy51c1an Solutlons Inc. dba Advanced Compoundmg Pharmacy ' '

3 Revokmg or suspending Pharmac1st License Number RPH 51817 1ssued to-

' Respondent Tooraj Bereham, Pharmac1st—1n—Charge

4, - Ordering Respcndents Advanced Phys1c1an Solutlons, In¢, dba Advanced
Conapoundmg Pharmacy and Toog_:aj Bereliani to pay the Board of Pharmacy the reasonable costs -
of the investigation and enforcement of this c.ase,- pursuant to Business and Professions Code -
section 125.3. | |

'5, . Taking such other and further action as deemed necessary and proper.

. HEROLD
Execut1 Officer
Board of Pharmacy
Department of Consumer Affairs
State of California .
Complainant
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